Early stopping clinical trials of binomial response with an exact group sequential method.
In Phase II clinical trials much slower patient enrollment and intervening results of comparable trials can make it desirable to stop trials early when the data indicate no relevant effect. For a binomial response, we adopt an exact group sequential method as a decision tool to assess whether the trial could be stopped early or not. We have applied the exact group sequential method to a Phase II Tuberculosis clinical trial, and the results have been compared with that from error spending and conditional power approaches. We conclude that the exact group sequential method is more efficient for interim analysis in clinical trials than the error spending and conditional power approaches. Published in 2007 by John Wiley & Sons, Ltd.